FROM W&C LLP 19TH FL. 


(THU) 3. 3r 05 2;30/ST. 2 :28/NO. 4260454658 P 7 


Serial No. 09/806,801, tilea April 4, 2001 
Docket No. 1 10.^.^26-0659 
Page 7 of 13 


REMARKS 

I. Amendments 

Claims 1 and 27 have been amended to delete the term "sequentially" fi-oiii these claims. 
Applicants submit that this term is not needed to patentably distinguish the claimed invention 
over the cited prior art. 

In order to expedite prosecution and reduce ±e number of outstanding issues, method 
claims 1 8 and 28 have been amended to depend upon apparatus claims 1 and 27, respectively. 

No new matter has been added by any amendment herein. 

U. Rejections u nder 35 U.S.C. S 103fa^ - Apparatns claiim 

A. Claims 1-3, 6-11, 17, and 26 are rejected under 35 U.S.C. §103(a) as allegedly being 
unpatentable over EP 896,215 to Hammond et al. ("Hammond") in view of EP 767,369 
to Trygstad ("Trygstad") and EP 436,338 to Wong ("Wong*'). 

In the previous Amendment, filed October 5, 2004, the claims were amended to clarify 
and distinguish the claimed invention over the prior art of record. Specifically, claim l was 
amended to recite that the holding parts are adapted to move between an open and closed 
position at the analyzing position. In the final Office Action, the Examiner cited Wong as 
allegedly disclosing holding parts which are adapted to move between an open position when a 
sample is provided for analysis and a closed position when the sample is analyzed. The 
Examiner concludes that it would have been obvious, in view of Wong, to modify Hammond and 
Trygstad to include holding parts which are adapted to open and close at the analyzing position 
to arrive at the claimed invention. 

For the reasons to be presented below, Applicants submit that the combination of Wong 
destroys the respective intent, purpose and fimction of Hammond and Trygstad. Accordingly, a 
prima faci^ case of obviousness has not been established. 
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^' Hammond and IWgstad require the pre cise location of a tablet in h tablet holden 

Hammond has already been discussed in Applicants' previous communications. In brief, 
Hammond discloses that a phannaccutical tabid is clamped into a sample holder which is then 
manually inserted into a spectrometer for analysis (page 6, paragraph [001 8J). Thus, in 
accordance with Hammond, the sample holder is not adapted to move between an open position 
when the sample is provided for analysis and a closed position when the sample is analyzed. 
Furthermore, Applicants maintain that Hammond does not disclose or suggest a structural means 
for feeding the sample through an analyzing position as contemplated by the claimed invention. 

Hammond discloses that small vibrations of the tablet, and poor alignment of score lines 
in the tablet result in "unacceptable variations in the reproducibility of the analysis spectra" 
(page 4, paragraph [0008]). Hammond addresses this problem by clamping the tablet in the 
recess of a sample holder by a spring-loaded rod to ensure that the tablet is located and retained 
at a predetermined position in the recess during analysis. The clamping force ensures that tablets 
are secured, one afler another, relative to the recess with the embossing or score line at a constant 
position relative to the direction in which the beam is applied to the tablets. The effect of 
clamping the tablets in the tablet holder permits reproducible analysis measurements to be 
achieved. (Abstract; and col. 5, hnes 32-44). 

As with Hammond, Tiygstad requires precise alignment of samples to obtain 
reproducible sample data. Trygstad has also been discussed in Apphcants* earlier papers. 
Trygstad discloses that a solid sample, such as a pharmaceutical tablet, is manually placed in a 
sample locator and covered with a masking element. The sample locator is then manuaUy 
inserted into a slot of a measuring device to obtain a measurement (col. 3, line 56 - col. A, line 4). 
Thus, in accordance with Trygstad, the sample holder is not ad^ted to move between an open 
position when the sample is provided for analysis and a closed position when the sample is 
analyzed. Furthermore, Applicants maintain that Trygstad does not disclose or suggest a 
stnictural means for feeding the sample through an analyzing position as contemplated by the 
claimed invention. 

Trygstad attempts to obtain reproducible data by minimizing light leakage around the 
tablet during data collection. In this regard, Trygstad indicates thai the dimension of the sample 
tablet locator are precisely fonmcd in relation to the tablet. Trygstad also discloses that a unique 
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sample locator and masking element are provided to obtain a custom fit to the particular 
dimensions of each tablet form (col. 4, lines 5^11). Therefore, Trygstad uses a sample holder 
which is essentially custom-designed for each tablet size, and by precisely sizing the diameter of 
the sample well, the potential for incident light to leak around the sample is minimized (col. 4, 
lines 1 5- 1 7), and thereby maximizing the lepioducibility of the sample. 

hi summary, therefore, Hammond and Tiygstad are directed to apparatuses and methods 
for obtaining reproducible data regarding a pharmaceutical tablet by precisely positioning and 
securing the tablet in a sample holder. Neither Hammond nor Trygstad discloses a sample holder 
that is adapted to move between an open position when the sample is provided for analysis and a 
closed position when the sample is analyzed. Rather, to achieve their intended purpose, 
Hanmiond and Trygstad disclose a sample holder that is akcady in a closed position when the 
sample is provided for analysis and when it is analyzed. 

^- Wong is not suitable for the measurement of pharmacendcal tablets. 

Contrary to Hammond and Trygstad which are directed to the measurement of a 
pharmaceutical tablet, Wong is directed to the measurement oi deformable samples. The only 
sample type disclosed is rat Uvcr tis.sues (Abstract; col. 2, lines 37-39; and col.-4, lines 6-9). 
Applicants submit, therefore, that Wong is not aware of or concerned with the requirements 
associated with the measurement of non-deforrnable pharmaceutical tablets to obtain 
reproducible results. 

Specifically, Wong discloses a sample holder for use in non-pressure dependent infrared 
spectroscopy The sample holder comprises two windows of infrared light-transmitting material, 
wherein one of the windows is contoured to provide a sample space between the two windows, 
Adefoimable sample is placed in the sample space of the contoured window, and lightly 
compressed to fill the sample space. The sample holder is then inserted into a spectrometer for 
analysis (Abstract). As with Hammond and Trygstad. Wong does not disclose or suggest a 
stiuchiral means for feeding the deformable sample through an analyzing position as 
contemplated by the claimed invention. 
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It is WoTig*s aim to solve the problems with prior art devices that introduced optical 
interference fnngcs in the spectra, Wong solves this problem with the sample space having a 
non-horizontal surface as illustrated in Figures 3-7. While the non-horizontal surface of the 
sample space may be suitable to hold a deformable sample that fills the entire sample space, 
none of ihe sample spaces disclosed by Wong have a surface that conforms to the shape of a 
pharmaceutical tablet. As such, the sample space disclosed by Wong will not give the precise 
positioning of tablets in the sample holder and the reproducibility required by Hammond and 
Trygstad. For this reason alone, there is no motivation to combine Wong with Hammond and 
Trygstad to arrive at the claimed invention, 

3- Wong defeats the intend ed purpose and function of Hammond and Trygstad. 

Wong's disclosure of the non-specific placement of a defomiable sample in the sample 
space is incompatible with the i^uirement by Hammond and Trygstad for the precise placement 
of a pharmaceutical tablet in a sample holder to obtain reproducible analysis measurements. 
Funheraaorc, Wong's disclosure of means 34 for urging the windows 20 and 22 into iace-to-facc 
contact to compress and conform the deformable sample to the shape of the sample space (col. 3. 
lines 48-52) is incompatible with the disclosure by Hammond at column 10, lines 45-48, thai 
probe 40 is spring loaded to alleviate undue pressure being applied to the tablet 20 io ensure that 
the integrity of the tablet is maintained (page 6^ paragr^h [0019]), 

Moreover, Hammond expressly states that the clampmg force is applied in a direction 
substOittuiUv Derpendiculav relative to the direction in which the beam of electromagnetic 
radiation is applied to the tablet (page 3, paragraph [0005]). In contrast to Hammond. Wong 
discloses compression of the defomiable sample in a paraUet direction relative to the direction 
of the infi-ared light beam (Figure 2; col. 3 at line 48 to col. 4, line 5). 

In view of the foregoing. Applicants submit that modification of Hammond and Trygstad 
to include the holding parts of Wong would destroy the stmctural features and intended purpose 
of these references. When a §103(a) rejection is based upon a modification of a reference that 
destroys the function of the invention disclosed in the reference, such a modification is not 
proper and a prima facie case of obviousness cannot be properly made. 


MEWYOttK 46842 1 v: l »6S4ai6_2.00C| (2K) 


-10- 


PA(%1IV13'RCVDAT3/31I2005 2:24:17PM [Eastern standard Timel'SVI^USPTOfFX^^^^^ 


• FROM W&C LLP 19TH FL. (THU) 3. 31' 05 2:31/ST. 2 :28/NO. 4260454658 P 11 

Serial No. 09/806,801, filed April 4, 2001 
Docket No. 1103326-0659 
Page 11 of 13 

Accordingly, the rejection of claims 1-3, 6-11, 17, and 26 under §1 03(a) is improper and 
should be withdrawn. 

B. Claim 13 is rejected under 35 U.S.C. §103(a) as aUegedly being unpatentable over 
Hammond, Trygstad and US S,6794>54 to Soloman (^'Soloman"), and 

Claims 12, 14-16 and 25 are rejected under 35 U,S.C. §103(a) as allegedly being 
unpatentable over Hammond, Trygstad and DB4 441 686 to Schilling ("SchiUing''). 

Each of claims 1 2-16 and 25 is directly or indirectly dependent on claim 1 . However, the 
Examiner has not cited Wong in combination with Hammond and Trygstad. Instead of WoTig> 
the Examiner has cited Solomon or Schilling. The Examiner has not identified the disclosure by 
Solomon or Schilling of holding parts adapted to move between an open position when the 
sample is provided for analysis and a closed position when the sample is analyzed. 

Accordingly, Applicants rely on the preceding comments in Section n(A), above, and 
submit that optima facie case of obviousness has not been established. The rejection of claims 
12-16 and 25 under § 103(a) is improper and should be withdrawn. 

in. Rejections under 35 U-S, C, 8 103fa) ^ Method claims 

Claims 1 8-23 are rejected under 35 U.S.C. § 1 03(a) as allegedly being unpatentable over 
Hammond in view of Schilling and Trygstad. Claim 1 8 has been amended to recite the appar^us 
of claim 1 . Therefore, amended claim 18 requires holding parts to move between an open 
position when the sample is provided for analysis and a closed position when the sample is 
analyzed. Applicants submit that the cited prior art, whether taken alone or in combination, does 
not suggest the "riming*' step of amended claim 18 wherein the sample holding parts of the 
apparatus open and close about the sample at the analyzing position. 

Applicants rely on their remarks of record in distinguishing the invention of claims 1 8-23 
over the cited prior art. In this regard, the cited prior art does not suggest a method of analyzing 
a phamQaceutical sample which comprises temporarily fixing a sample at an analyzing position 
by means of a fixing means which is structurally capable of opening and closing about the 
sample ai the anafyzing position. Advantageously, the claimed method permits rapid on-line or 
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at-line analyses of phannaceutical samples, and reduces or eliminates manual manipulation of 
the samples, thereby enhancing reproducibility and precision of the data obtained. 

In the Office Action at page 11, the Examiner alleges that Hammond discloses two 
analyzing positions: a first analyzing position where the sample is clamped, and a second 
analyzing position where the sample is displaced. It spears that the Examiner is equating 
Hammond's disclosure of a "predeteimined position" with AppUcants' "analyzing position". 
Applicants disagree with this characterization of Hammond. 

Hammond expressly defines the expression •^predetemrined position" as 'that position in 
the sample compartment recess to which each tablet of a batch of identical tablets will be 
displaced by the clamprng force irrespecUve of the initial positioning of the tablet in the recess, 
and which predetermined position wUl be the same for all tablets in the batch when the tablets 
are similarly oriented in the recess" (col. 5, lines 44-5 1), hi other words, the piedetermined 
position refers to a consistent and unifonn positioning of tablets in the sample holder which is 
later inserted into a spectrometer, and not to the placement of the sample in the spectrometer for 
analysis. 

In contrast to Hammond, Apphcants' analyzing position is the position where a sample is 
clamped, irradiated with a measurement beam of radiation, and subsequently released. 
Accordingly, and contrary to the Examiner's statement, Hammond's predetermined position is 
not equivalent to Apphcants' analyzing position. Hammond does not disclose or suggest that the 
sample holding parts can be opened and closed at the analyzing position as recited in Apphcants' 
claims lS-23. 

Accordingly, the invention of clauns 1 8-23 is not suggested by the cited prior art, and the 
rejection of claims 18-23 under §103(a) is improper and should be withdrawn. 

IV. Claims 27 and 2g 

Claim 27 is directed to an apparatus for use in analyzing pharmaceutical samples. 
Method claim 28 recites the apparatus of claim I. The Office Action does not provide the 
staiutoiy basis and supporting prior ait for the rejection of claims 27 and 28. 

Applicants submit that claims 27 and 28 are patentable over the prior art of record for the 
reasons given in the preceding Sections 11(A) and m, respectively. 
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V, Summary 

Upon entry of this Amendment, claims 1-3, 6-23, and 25-28 are pending. Applicants 
respectfully submit that claims 1 -3, 6-23, and 25-28 have been distinguished over the cited prioj 
an, and are directed to patentable subject matter. Accordingly, Applicants nsquest allowance of 
the claims. 


VI. Request for Examiner Interview 

To further prosecution and advance the application to allowance, AppUcants respectfully 
request the Examiner to contact the undersigned Agent for a telephonic interview before issuanci 
of the next Office Action. 


Authorization is hereby given to charge any fee due in connection with this 
communication to Deposit Account No. 23-1703, 


Dated 


Respectfully submitted. 



Andrew Fessak- Reg. No, 48,528 
Customer No. 07470- White & Case LLP 
Direct Line: (212) 819-8437 
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